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(Chapter I of the Patent Coopemtioo Treaty) 



(PCT Rale 44Z?f5) 



Appiicanf s or agent's file reference i 
05558.0033.00PC01 


FOR FURTHER ACTION 


See item 4 below 


International application No. 
PCT/US2006/031277 


International ffing date {day/motith/year} 
09 August 2D05 (09.G8.20(B) 


Priority date (day/montli/year) 
09 August 2005 (09.08.2005) 


international Patent Classification (8fe edition unless older edition indicated) 
See relevant information in Form PCT/ISA/237 


Applicant 

ZyyOGENETICS, INC. 



1 . This international preliminary report on patentability (Oiapter I) is issu^ by the International Bureau on behalf of the 
International Searching Anthority imder Rnle 44 bisAidi), 

2. This REPORT consists of a total of 7 sheets, inclnding this cover sheet. 

In the attached sheets, any reference to the wriUeo opinion of the International Searching Authority should be read as a reference 
to the international preliminary report on patentability (Chapter 1) instead. 



3. This report contains indications relating to the following items: 



Box No. I 
Box No. n 
BokNo. hi 

Box No, IV 



Basis of the report 
Priority 

NoD-esiabMshmenl of opinion with regard to novelty, inventive step and indBstrial 
applicability 

Lack of unity of invention 

Reasoned sta^ment under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations si^pporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 



4. The International Bureau will communicate this report to designated Office in accordance with Rules 44^i5.3{c) and 93bisA but 
not, except where the applicant makes an exf^ess request under Article 23(2), before the expiration of 30 months from the priority 
date (Rule 44bis .2). 
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Box No- 


V 




Box No. 


VI 




Box No. 


vn 


□ 


Box No. 


vni 





Date of issuance of this repKjrt 

12 February 2008 (12.02.2008) \ 


Ihe International Bureau of WIPO 
34, chemin des Colombettes 
1211 Geneva 20, Switzerland 

Facsimile No, +41 22 338 82 70 


Authorized officer 

Agnes Wittmann-Regis 

e-mail: pt06.pct@wipo.int i 



Form PCT/IB/373 (January 2CK)4) 
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INTERNATIONAL SEARCHING AUTHORiTY 



To: 



see form PCTJSAeao 



PCT 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 

(PCT Rule 43fefe.1) 



Dale of mailing 

(day/montb/year) see form FCT^SA^IO (second sheet) 



Applicant's or agent's file reference 

see form PCT4SAi220 



FOR FURTHER ACTION 

See paragraph 2 below 



International application No, 
PCTAJS20a6A)31277 



Irrtema-aonal filing dale (dayinortthfyBar) 
09.08.2006 



PricHlty date (dayM)onthfyear) 
09.08.2005 



International P^BXt Classification (IPC) or both national classification and IPC 
INV. A61K38/17 C07K1 4/705 A61P35^0 



Applicant 

ZyyOGENETICS, INC. 





Box 


No. 


1 


m 


Box 


No. 


li 


m 


Box 


No. 


111 


□ 


Box 


No. 


IV 
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Box 


No. 


V 


m 


Box 


No. 


VI 


□ 


Box 


No. 


VII 


□ 


Box 


No, 


VIII 



1 . This opinion con^ios indications relallng to the following items; 

Basis of the oplobn 
Priority 

Non-establishment of opinion with regard to novelty, inventive slap and industrial appricabillty 
Lack of unity of invanlbn 

Reasoned statement under Rule AZtMsA (a)(i) with regard to novelty, Inventive step or Industrial 
^plicablRty; citations and expiariatlons supix)rting such statement 

Certain documents cited 

Certain defects in the internallonai application 

□ Box No, VIII Certain observations on the international application 

2. FURTHER ACTIOI^ 

If a demand for international pmliminary examinaion Is mads, this oplnbn will usually be considered to be a 
written opinion of the International Preliminary Examining Authority ("tPEA") except that this does not apply where 
the ^plicant chcx}ses an Autiority other than this one to be the IPEA and the chosen IPEA has notifed the 
Intemafenai Bureau uMbx Rule 86.1 that written opinions of this Intennational Searching Authority 
will not be so considered. 

If this opinion Is, as provided above, considered to be a written apmon of the IPEA, the applbant Is invited to 
submit to the IPEA a written reply together, where appropriate, with amendments, before the expiratbn of 3 months 
from the date of mailing of Form PCT4SA^20 or before the expiration of ^ months from the prbrlty date, 
whichever expires later. 

For ^rlhex options, see Form PGT^SA^O. 

3. For further details, see notes to Form PQlhSNZZO, 



H^e and mailing address of the ISA: 



European Patent Ofice - Gitschin^ Sir. 103 
D-10958 Berlin 
Tel. 449 30 25901 -0 
Fax: -^49 30 25901 - 840 



Date of o>mpletion of 
opinion 

s^ form 
PCT^SA^IO 



Authorised Officer 

Siatou, Evangelia 

Telephcme No, +49 30 25901-327 



Form (PCTilSA^37) ^Cover Sheet) (April 2<K)5) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



international applfeatfon No. 
PCT/US2OO6J031277 



Box No. I Bams of the opinion 

1 . With regard to the language, this opinion has been established on Mie basis of: 
H the Internationa! applicaflon In the language In which it was filed 

□ a translation of the Internationai applfcatlon into , which is the language of a tanslation furnished for ttie 
purposes of internattonal search {Rules 12.3(a) and 23.1 (b)),^.. 

2. With regard to any nucleotide andJor amino acid sequence disclosed in the international application and 
necessary to the claimed invention, this opinion has been established on the basis of; 

a. type of material: 

S a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 
M on paper 

H in elecft"onic form 

c. time of filinglurnishing: 

S contained in the international a|:^lcation as Bed. 

a filed together with the internattonal aFpfcation in electronic form. 

□ furmsh^ subsequent^ to ttils Authority for ttie pjrfX)ses of search. 

3 □ In addition, in ttie case ttiat more than one version or copy of a sequence listing andbr table relating ttiereto 
has been filed or furnished, the require statements tiiat the information in 8ie subsequent or addittonal 
copies is identical to Biat in the appScafcn as filed or does not go beyond the ^pBcatlon as filed, as 
appropriate, were furnish^. 

4. Additional comments: 



Box No. 11 Priority 

1 a The validity of the priority claim has not been wnsidered because the Intematfonal Searching Authority 

does not have in its fx)ssessk)n a mpy of fte earlier ^plicatfon whose priority has been claimed or, where 
required, a translation of that earlier ^fication. This opinion has neverttieless been established on the 
assumption that the relevant date (Rules 43d/s,1 and 64.1) is the claimed pioilty date. 

2 □ This opinion has been established as if no priority had been claimed due to the fact that the prtority claim 

has been found invalid (Rules 43bi$A and 64.1), Thus for the purposes of this opinion, the international 
filing date indicated above is considered to be tiie relevant date. 

3- Additional observations, If necessary: 



Form PCT4SA/ 237 (April HX)5) 



WRITTEN OPINION OF THE Intemafonal application No. 

INTERNATIONAL SEARCHING AUTHORITY PCT/US2006/D31 277 



Box No. Ill Mon-eslablishment of opinion with regard to novelty, Inventive step and Industrial 
applicability . 

The questions whether me claimed invention appears to be novel, to involve an inventive step (to be non 
obvious), or to be industrially applicable have not been examined In respect of 

□ the entire international appfication 
H claims Nos. 1-12 in respect of lA 
because: 

m the said international afpBcation, or the said claims Nos. l-l2in resDeot of lA relate to me foltowing 
subject matter which does not require an Internationa! search (specify): 

see separate sheet 

□ the description, claims or drawings (Indicate particular elemenis below) or said claims Nos. are so unclear 
that no meaningful opinion couW be formed (specify): 

□ the claims, or said claims Nos. are so Inadequately supported by the description that no meaningful opinion 
could be formed (specify): 

□ no internatfonal search report has been es^blished for the whole ^plication or for said claims Nos. 

□ a meaningful opinion couW not be formed wimout the sequence listing; ttie af^ficant did not, within fte 
prescril^d time limit: 

□ furnish a sequence listing on paper cx>mplylng wim the standard provided for in Annex C of the 
AdministraHve Instaictions, and such lisfing was not avail^ie to fte Internationa! Searching 
fethority In a form and manner acceptable to it 

□ furnish a sequence Bsfing in electronic form complying wifli the stendard provided for In Annex C 
of the Administrative Instnictions, and such listing was not available io Bie Internatfonal Searching 
Authority in a form and manner acceptable to it 

□ pay the recpired late furnishing fee for tie ftjmishing of a sequence listing in response to an 
invitation uncter Rules ^3terA{a) or (b). 

□ a meaninghjl opinion could not be formed wlftout the t^les related to the sequence fistlngs; tiie applicant 
did not within tiie presented time limit furnish such tables in electronic form complying with the technical 
requirements provided for in Annex C-bis of the Administrative Instnicttons, and such tables were not 
available to the International Searching Authority in a form and manner acceptable to it 

□ the tables related to the nucleotide and^r amino acid sequence listing. If in electronic form only, do not 
comply with ttie technical requirements provided for in Annex C-Ms of the Administrative Instructtons. 

O See Supplemental Box for further details 
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International application No. 
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Box No. V Reasoned statement under Rule 43drs.1{a)(l) with regard to novelty^ inventive step or 
tndustrial applicability; citations and explanations supporting such statement 



1. Statement 



Novelty (N) 


Yes: 


Claims 




fslo: 


Claims 


Inventive step (IS) 


Yes: 


Claims 




No: 


Claims 


industrial ^plicability (lA) 


Yes: 


Claims 




No: 


Ctelms 



6-10 

1-5. 11-12 



1-12 



2. Citations and explanations 
see separate sheet 



Box Uo, ¥1 Certain dtx^uments cited 



1 . Certain pubflslied docyments (Rules 43&/S.1 and 70.10) 
and /or 

2, Non-written disclosures (Rules 436/s.l and 70.9) 
see form 210 
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WRITTEN OPINION OF THE international application No. 

INTERNATIONAL SEARCHING 

AUTHORITY (SEPARATE SHEET) PCT/US2006/031277 

Re Item III 

Non-establishment of opinion with regard to novelty, inventive step and industrial 

applicability 

Clams 1-12 relate to subject-matter considered by this Authority to be covered by the 
provisions of Rule 67,1 (iv) PCX. Consequently, no opinion m\\ be formulated with respect 
to the industrial applicability of the subject-matter of these claims (Article 34(4)(a){l) PCI). 

Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Reference is made to the following documents: 
D1: WO 02/094852 A2 

D2: WO 00/40714 A 

2. The present application does not meet the criteria of Article 33(1 ) PCT, because the 
subject-matter of claim 1 is not new in the sense of Article 33(2) PCT. 

The document D1 discloses { see relevant passages cited in the search report) the use of 
TACi-lg fusion molecules for treating non-Hodgkin's lymphoma. The fusion molecule 
contains the TACI extracellular domain or a fragment thereof, and an IG constant region, 
such as Fg5 corresponding to sequence ID NO: 2 of the present application. 

Document D2 also discloses (see relevant passages cited in the search report) fusion 
molecules comprising a TACI extracellular domain and an IG constant region, for treating 
non-Hodgkin's lymphoma. 

3. The additional features of claims 2-5, 11-12 are also disclosed in D1 and D2. Thus 
dependent claims 2-5, 11-12 are also not novel. 

4. The additional features of claims 6-8 regarding the administration schedule for the 
fusion molecules is not disclosed in D1 , or any other cited prior art document. 
Administration schedules depend on several factors, such as patient's age, weight, 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING 
AUTHORITY (SEPARATE SHEET) 

genera! medical condition, previous medical history and response to treatment. 
Determining frequency of administration is a matter of the physician and depends on the 
patient's response to treatment. Thus, the subject matter of claims 6-8 is not considered to 
involve an inventive step (Art. 33(3) PCT). 

5. Claims 9-10 relate to combination treatment. Combination treatment, i.e. combination of 
different chemotherapeutic agents, or combination of chemotherapy wth radiation therapy, 
is common procedure in cancer treatment Thus, the subject matter of claims 9-10 is also 
not inventive (Art. 33(3) PCT. 

Re Item VI 

Certain documents cited 
Certain published documents 

ARslicafonNo Pubicatiwi tfate Filing date Priority date fvs/id damj 

Patent No (day/month/ysar) (day/monWyear) (day/month/year) 



EP-a-1 666052 07.06.2006 28.11.2000 16.02.2000/22.08.2000 

The document could, because of its earlier priority, lead to an objection concerning the 
novelty of present claims 1 , 3, 5, 9-12 during the regional/national phase. 
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